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-- Th MAILING DATE of this communication appears on the cover sh et with th correspondenc address:-- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )|3 Responsive to communication(s) filed on 07 January 2004 . 
2a)[3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 7-34 is/are pending in the application. 

4a) Of the above claim(s) 2-6.8, 13-16, 19-21 and 23-32 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 1.7.9.10,12,18, 22. 33 and 34 is/are rejected. 

7) |3 Claim(s) 11 and 17 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Response to Arguments 

Applicant's arguments with respect to claims 1, 7, 9-10, 12, 17-18, and 22 have been 
considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States, 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1, 7, and 18 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Thompson (USPN 5,607,472, cited by applicant in IDS). Referring to claim 1, Thompson 
discloses an IOL (22) comprising an optic portion (23) having a first flexibility, a peripheral 
portion (36) having a second flexibility less than the first (will be less flexible due to the 
presence of the viscoelastic material and the flap in this portion), and a restraining element 
(viscoelastic material) provided to the peripheral portion (36) and adapted to maintain the optic 
in a stressed state of a lower optical power (col.3, lines 3-15; col.5, lines 30-39; col.6, lines 15- 
28) relative to an accommodating non-stressed state, the restraining element (viscoelastic 
material) being removable (material is removal, that is, it is capable of being removed, and if 
removed, would provide the function claimed, it is noted to the applicant, that the language 
removable is functional, therefore given less patentable weight, stronger language would include 
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language such as, "wherein after implantation the restraining element is removed from the 
intraocular lens") without an invasive surgical procedure after completion of surgery (this is a 
method step within a product claim, and not given weight in a product claim, further, the element 
is still adapted to be removed non-invasively, for instance, by a small puncture, or high laser 
beam that cuts the surface of the periphery), wherein upon removal of the restraining element (if 
the element, viscoelastic material, were removed), the optic portion (23) is biased toward the 
accommodating non-stressed state (injection of the restraining element, viscoelastic material in 
this case, put the optic in a stressed state, therefore, if the restraining element were to be 
removed, the optic would return to its original non-stressed state, and actually does so anyway, 
upon implantation by the action of the ciliary muscles, even without removal) in which the optic 
portion (23) has increased optical power, and wherein the optical power of the optic portion is 
adjustable in response to stresses induced by the eye (accommodates after implantation, col. 1 , 
lines 6-9; col.6, lines 42-50). 

Referring to claim 7, Thompson discloses a peripheral portion (36) including a channel 
(28), the restraining element (viscoelastic material) including a fluid placed within the channel 
(28), the channel including an outlet (29) having a seal (32) that prevents fluid from escaping, 
and the seal (32) adapted to be opened in a non-surgically invasive manner (seal is adapted to be 
opened, it's a valve which opens and closes, further, non-surgically invasive manner is a method 
step). 

Referring to claim 18, Thompson discloses a peripheral portion (36) including a structure 
(37, 38) adapted to promote tissue attachment (flaps and adhesive will attach to tissue, col.3, 
lines 28-40; col.6, lines 33-42). 
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Claims 1,18, 33, and 34 are rejected under 35 U.S.C. 102(b) as being anticipated by 
O'Donnell, Jr. (USPN 5,549,668, cited in previous office action). See figures 5, 6, and 
respective portions of the specification. Referring to claim 1, O'Donnell discloses an IOL (1) 
comprising an optic portion (14) having a first flexibility (col. 5, lines 15-17), a peripheral portion 
(12, 13) having a second flexibility less than the first, and a restraining element (15) provided to 
the peripheral portion (see fig. 5, 6) and adapted to maintain the optic (14) in a stressed state at a 
lower optical power, the restraining element being removable (restraining element is disclosed to 
be hydrogel or collagen, collagen which will dissolve over time, will be removable, and either 
one, with a high enough laser beam, could be removed, therefore, the element is remova 
since applicant has not positively claimed the element to be removed or not present in the lens 
after implantation) without an invasive procedure after completion of the eye surgery, wherein 
upon removal of the restraining element, the optic is biased toward the accommodating non- 
stressed state with an increased optical power (col.3, lines 13-19), and wherein the optical power 
of the optic portion is adjustable in response to stresses induced by the eye (the structure of 
O'Donnell' s lens when placed in the capsular bag would allow it to accommodate, by forward 
and backward movement of the optic). 

Referring to claim 18, O'Donnell discloses a peripheral portion (12, 13) including a 
structure adapted to promote tissue attachment (distal end of haptics 12, 13 will contact the walls 
of the capsule and the tissue will attach and grow around them). 

Referring to claims 33 and 34, O'Donnell discloses a restraining element (15) removable 
without physical contact by a laser beam (element is removaWe, that is, the element is capable of 
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being removed, such as by a stronger laser, or longer duration of laser treatment, or different type 
of laser). 

Claims 1, 7, 9, 10, 12, 18, 22, 33, and 34 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Shadduck (Pub. No. US 2003/0060878 Al). See embodiment in figure 10. 
Referring to claim 1, Shadduck discloses an IOL (100) comprising an optic portion (125) having 
a first flexibility, a peripheral portion (outer circumference, 126) about the optic portion having a 
second flexibility less than the first (will have a different flexibility due to the presence of an 
additional material), and a restraining element (fluid media M) provided to the peripheral portion 
(126) and adapted to maintain the optic portion in a stressed state of a lower optical power 
[0039] relative to an accommodating non-stressed state, the restraining element being removable 
(the restraining element, fluid media M, is removed from the peripheral portion 126, therefore, it 
is removed) without an invasive surgical procedure after completion of eye surgery (the removal 
of the element from the peripheral portion is non- invasive, further this is a method step in a 
product claim and not given as much weight), wherein upon removal of the restraining element 
(once the fluid is removed from the peripheral portion into the optical portion), the optic portion 
is biased toward the accommodating non-stressed state in which the optic portion has increased 
optical power [0039, 0045], and wherein the optical power of the optic portion is adjustable in 
response to stresses induced by the eye (although the lens is not disclosed to be placed in the 
capsular bag, if it were placed there, it would accommodate, due to its structure and flexibility). 

Referring to claim 7, Shadduck discloses a peripheral portion (126) including a channel 
(155B), the restraining element (fluid media M) including a fluid placed within the channel, the 
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channel (155B) including an outlet (pores in porous wall 160) having a seal (initial nonporous 
structure of 160, see [0045]) that prevents the fluid from escaping the channel (155B), the seal 
(160) adapted to be opened in a non-surgically invasive manner [0045]. 

Referring to claim 9, Shadduck discloses a seal (initial nonporous structure of 160, seal 
being the closed pores) comprising a material removable upon the application of laser light 
[0045]. 

Referring to claim 10, Shadduck discloses an outlet (pores in 160) including a tubular 
element (at pore is a tubular element extending from the channel to the optic) extending toward 
the optic portion. 

Referring to claim 12, Shadduck discloses a fluid to be a salt balanced solution (saline 
solution [0038]). 

Referring to 1 8, Shadduck discloses a peripheral portion (126) including structure 
adapted to promote tissue attachment (tissue will attach to haptics 1 12 surrounding 126). 

Referring to claims 33-44, Shadduck discloses a restraining element removable without 
physical contact, with a laser beam (fluid is removable, from the peripheral portion, by the laser 
when it opens up 160, [0045]). 

Referring to claim 22, Shadduck discloses an IOL (100) comprising an optic portion 
(125) having a first flexibility, a peripheral portion (126) having a second flexibility less than the 
first, a restraining element (fluid media M) provided to the peripheral portion in a restraining 
configuration, wherein the optic portion is in a stressed state, and a dissolvable or laser- 
removable element (160) which upon dissolution or removal releases the restraining element 
(fluid media M) from the restraining configuration (moves from peripheral portion to the optic 
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portion) and permits the optic portion to enter an accommodating state in which the optic portion 
increases its optical power [0039, 0045], and wherein the optical power of the optic portion is 
adjustable in response to stresses induced by the eye (although the lens is not disclosed to be 
placed in the capsular bag, if it were placed there, it would accommodate, due to its structure and 
flexibility). 

Claims 1, 18, 22, 33, and 34 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Johnson (USPN 4,575,373). Referring to claim 1, Johnson discloses an IOL (1) comprising an 
optic portion (8) having a first flexibility (col.3, lines 40-46), a peripheral portion (2) about the 
optic portion having a second flexibility less than the first (rigid), and a restraining element (4) 
provided to the peripheral portion (2) and adapted to maintain the optic portion in a stressed state 
of a lower optical power relative to an accommodating non-stressed state, the restraining element 
being removable without an invasive surgical procedure after completion of eye surgery , 
wherein upon removal of the restraining element, the optic portion is biased toward the 
accommodating non-stressed state in which the optic portion has increased optical power (col.4, 
lines 7-14), and wherein the optical power of he optic portion is adjustable in response to stresses 
induced by the eye (if IOL 1 is placed in the capsular bag, it will accommodate due to its 
structure and flexibility, especially since the optic is adjustable, col.3, lines 40-46). 

Referring to 18, Johnson discloses a peripheral portion (2) including structure adapted to 
promote tissue attachment (col.3, lines 30-31). 

Referring to claims 33-44, Johnson discloses a restraining element (4) removable without 
physical contact, with a laser beam (col.4, lines 7-14). 
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Referring to claim 22, Johnson discloses an IOL (1) comprising an optic portion (8) 
having a first flexibility (col.3, lines 40-46), a peripheral portion (2) having a second flexibility 
less than the first (rigid, col.3, lines 27-28), a restraining element (4) provided to the peripheral 
portion (2) in a restraining configuration (fig. 1, 2), wherein the optic portion is in a stressed state, 
and a dissolvable or laser-removable element (parts of 4 only where 6 is located) which upon 
dissolution or removal releases the restraining element (4) from the restraining configuration and 
permits the optic portion to enter an accommodating state in which the optic portion increases its 
optical power (col.4, lines 7-14), and wherein the optical power of the optic portion is adjustable 
in response to stresses induced by the eye (the optic will inherently accommodate if placed in the 
capsular bag, due to its structure and flexibility, col.3, lines 40-46). 

Allowable Subject Matter 

Claims 1 1 and 17 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (703) 305-2812. The 
examiner can normally be reached on Monday through Friday from 7:30am to 5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott, can be reached on 308-21 1 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



final action. 





Cheryl Miller 
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PRIMARY EXAMINER 



